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Summary 

On May 21, 2008, the Genetic Information Nondiscrimination Act of 2008 (GINA), referred to by 
its sponsors as the first civil rights act of the 21 st century, was enacted. GINA, P.L. 110-233, 
prohibits discrimination based on genetic information by health insurers and employers. The 
sequencing of the human genome and subsequent advances raise hope for genetic therapies to 
cure disease, but this scientific accomplishment is not without potential problems. An employer 
or health insurer could decide to take adverse action based on a genetic predisposition to disease, 
and situations have arisen where discriminatory action based on genetic information did occur. In 
addition, there is evidence that the fear of genetic discrimination has an adverse effect on those 
seeking genetic testing, as well as on participation in genetic research. GINA was enacted to 
remedy this situation. 

GINA is divided into two main parts: Title I, which prohibits discrimination based on genetic 
information by health insurers; and Title II, which prohibits discrimination in employment based 
on genetic information. Title 1 of GINA amends the Employee Retirement Income Security Act of 
1974 (ERISA), the Public Health Service Act (PHSA), and the Internal Revenue Code (IRC), 
through the Health Insurance Portability and Accountability Act of 1 996 (HIPAA), as well as the 
Social Security Act, to prohibit health insurers from engaging in genetic discrimination. Title II of 
GINA prohibits discrimination in employment because of genetic information and, with certain 
exceptions, prohibits an employer from requesting, requiring, or purchasing genetic information. 
The law prohibits the use of genetic information in employment decisions — including hiring, 
firing, job assignments, and promotions — by employers, unions, employment agencies, and labor- 
management training programs. 

This report provides background on genetic information, legal implications regarding the use of 
this information, and relevant laws. It also discusses the statutory provisions of GINA and the 
regulations regarding both health insurance and employment. 
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Introduction 

On May 21, 2008, the Genetic Information Nondiscrimination Act of 2008 (GINA), referred to by 
its sponsors as the first civil rights act of the 21 st century, was enacted. GINA, P.L. 110-233, 
prohibits discrimination based on genetic information by health insurers and employers. 

In April 2003, the sequence of the human genome was deposited into public databases. Scientists 
involved in the Human Genome Project (HGP) 1 reported that the finished sequence consists of 
overlapping fragments covering 99% of the coding regions of the human genome, with an 
accuracy of 99.999%. 2 These rapid advances provided resources for determining the causes of, 
and potentially the cures for, many common, complex diseases such as diabetes, heart disease, 
Parkinson’s disease, bipolar disorder, and asthma. Specifically, scientists hoped that the data 
generated by the HGP would facilitate the identification of multiple genetic factors that influence 
a single disease or condition. 

Although the sequence information was expected to help identify the genetic variants underlying 
disease and create a foundation for the development of genetic therapies, this scientific 
accomplishment raised certain considerations. 3 For instance, the presence of a specific genetic 
variation may indicate a predisposition to disease but does not guarantee that the disease will 
manifest. An employer or health insurer could decide to take adverse action based on a genetic 
predisposition, and situations have arisen where discriminatory action based on this type of 
genetic information did occur. In addition, the fear of this occurring could deter individuals both 
from seeking genetic testing and services, as well as from participating in genetic research. GINA 
was enacted to remedy this potential situation. 

This report provides background on genetic research, considerations with the use and misuse of 
genetic information, and relevant law at the time of GINA’s enactment. It also discusses the 
statutory provisions of GINA as enacted, the Department of Health and Human Services’ (HHS’s) 
regulations on health insurance, and the Equal Employment Opportunity Commission’s (EEOC’s) 
regulations on employment. 4 



1 The Human Genome Project, begun in 1990, was a 13-year effort coordinated and funded by the U.S. Department of 
Energy and the National Institutes of Health to identify all of the protein-coding genes in human DNA; determine the 
sequence of the 3 billion chemical bases that make up human DNA; store this information in databases; develop tools 
for data analysis; and address the ethical, legal, and social issues (ELSI) that may arise from the project. For more 
detailed information see “The National Human Genome Research Institute,” http://www.genome.gov/, and “Human 
Genome Project Information,” http://www.ornl.gov/sci/techresources/Human_Genome/home.shtml. 

2 “International Human Genome Sequencing Consortium Describes Finished Human Genome Sequence,” Oct., 20, 
2004, at http://www.genome.gov/12513430. 

3 For more information on genetic testing and policy issues, see CRS Report RL33832, Genetic Testing: Background 
and Policy Issues, by Amanda K. Sarata. Also, for more information about federal oversight of genetic tests, see CRS 
Report R43438, Regulation of Clinical Tests: In Vitro Diagnostic (IVD) Devices, Laboratory Developed Tests (LDTs), 
and Genetic Tests, by Amanda K. Sarata and Judith A. Johnson. 

4 For a discussion of the Equal Employment Opportunity Commission (EEOC) regulations for Title II of GINA see 
CRS Report R41527, The Genetic Information Nondiscrimination Act (GINA): Final Employment Regulations . 
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Background 



Human Genome Research 

Almost all diseases have a genetic component and, therefore, genomic research has the potential 
to reduce the collective burden of diseases in the general population. Clinical genetic tests are 
becoming available at a rapid rate; in addition, private insurers are beginning to include some 
clinical genetic tests in their health insurance benefits packages as evidence of the tests’ clinical 
validity and utility accumulates. 5 Most recently, genetic research has focused on precision 
medicine — a relatively new term for what has traditionally been called personalized medicine — 
the idea of providing health care to individuals based on specific patient characteristics, including 
genomic information. Researchers hope to combine genetic, environmental, clinical, behavioral, 
and other data to facilitate precision medicine. Precision medicine is a priority for the National 
Institutes of Health (N1H), which is carrying out a Precision Medicine Initiative. Part of this 
Initiative is the development of a national research cohort, composed of 1 million or more 
volunteers, whose health, genetic, environmental, and other data would be collected and used in 
research studies to identify novel therapeutics and prevention strategies. 6 

The HGP provided the foundational underpinnings for precision medicine. In congressional 
testimony, Dr. Francis Collins, then Director of the National Human Genome Research Institute 
(NHGR1) at the NIH, described the potential that the information generated by the HGP would 
likely have for clinical medicine and public health. 7 He stated that 

[T]he human genome sequence provides foundational information that now will allow 
development of a comprehensive catalog of all of the genome’s components, determination 
of the function of all human genes, and deciphering of how genes and proteins work together 
in pathways and networks. Completion of the human genome sequence offers a unique 
opportunity to understand the role of genetic factors in health and disease, and to apply that 
understanding rapidly to prevention, diagnosis, and treatment. This opportunity will be 
realized through such genomics-based approaches as identification of genes and pathways 
and determining how they interact with environmental factors in health and disease, more 
precise prediction of disease susceptibility and drug response, early detection of illness, and 
development of entirely new therapeutic approaches . 8 

As Dr. Collins stated, with the completion of the human genome sequence, scientists turned their 
focus to better understanding the clinical and public health implications of the sequence 
information. 



5 An example of this would be non-invasive prenatal tests (NIPTs); see, for example, 
https://www.unitedhealthcareonline.com/ccmcontent/ProviderIIAJHC/en-US/Assets/ProviderStaticFiles/ 
ProviderStaticFilesPdfTools%20and%20Resources/Policies%20and%20Protocols/Medical%20Policies/ 
Medical%20Policies/Noninvasive_Prenatal_Diagnosis_o f_Fetal_Aneuploidy.pdf. 

6 National Institutes of Health, “Precision Medicine Initiative,” http://www.nih.gov/precisionmedicine/ and The White 
House, Office of the Press Secretary, “Fact Sheet: President Obama’s Precision Medicine Initiative,” January 30, 2015, 
http://www.whitehouse.gov/the-press-office/2015/01/30/fact-sheet-president-obama-s-precision-medicine-initiative. 

7 Dr. Collins stepped down as Director of the National Human Genome Research Institute to assume the position of 
Director of the National Institutes of Health. For more information on NHGRI, see http://www.genome.gov/. 

8 Testimony of Dr. Francis Collins, former Director, National Human Genome Research Institute, National Institutes of 
Health, Before the Subcommittee on Health of the House Committee on Energy and Commerce (May 22, 2003). 
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